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On March 31, 199€, and April 1,2,6,9,20, 1958, Food and Drug
scministration (FDA) Investigator Ronald Stokes and Compliance
Cificer Richard C. Cherry conducted an inspection at your
'-':-g--:etygi.’\'1"= DT Famalaer VAaiser €qarm snmemerd oo b ssenm m PR Ty Ry
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srecifically, the Tesio hemodialysis catheter. These products
are devices as defined by section 201(h) of the Federal Food,
Drug, and Cosmetic Act (the Act), and as such are subject to the
reguirements of Title 21 Code of Federal Regulations (21 CFR),
ircicdéing, but not limited to the Quality System Regulation, set
fertnh et 21 CFR part 820.
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listing deviations to the Quality System Regulation.

Your devices are adulterated within the meaning of section 501(h)
of the Act [21 U.S.C. §351(h)]), in that the methods used in, or
the facilities or controls used tor the manufacture, packing,
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to gnsure that the quality system requirements are

vely e tablished and maintained [21 CFR § 820.20].

At lezst 20 devices (Tesio hemodialysis catheters/adapter
poerticn) have maifunctioned after distribution. These device

failures have IESUltEQ in 4 deaths and at ieast ié serious
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injuries. All of the device failures have involved the il
portion of the adapter which has undergone a materials change to
S At least 7160 units have been distributed with the

bond between - mﬁonents of the extension (male portion of the
adapter and the (JIENEENR tube) did not hold as specified.
These parts came apart while connected to the patients causing
blood loss in all 20 cases.

Failure to ensure that all complaints are processed in a
uniform and timely manner [21 CFR § 820.198].

Your firm did not take appropriate timely steps to obtain
additional information from complainants in an effort to
determine the cause of the catheters’ failure, specifically,

where or what portion of the catheters failed. For example,
between February 24 and March 17 of this yearl' complaints were
received including 3 deaths. It was not until March 16 that you
sent a fax to a user fac111ty to ask them where the failure
(separation point) occurred.

Failure to establish and maintain procedures for monitoring
and control of process parameters for validated processes to
ensure that the specified requirements continue to be met

[21 CFR § 820.75].

Your firm does not routinely or periodically conduct

post-sterilization stress tests, such as pull and leak tests, on
the Tesio extension prior to cistrlnution, even arter a change in
materials occurred in the GEgee portion of the extension adapter.
At the conclusion of the inspection, you promised to send a
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written response to the FDA-483, to the District Office by April
24, 1998. We acknowledge receipt of your letter dated Apr11 23,
1998, and your representatlons concernlng corrective actions.
Your correctlve act1v1t1es will be evaluated during the next
1nspeCLlon of your IECl;lcy
We disagree, however, with your positi
unpredictable and could not have been
that appropriate testing, similar to that accompllshed durina
your investigation of the complaints, would have revealed the
:mcom_gatlb;llty between the Wand the existing bonding
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. Additionally, while we can appreciate your
dilemma (insufficient information provided to you by the
complainants presented an obstacle that impeded a more timely
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faster than you did. That is, the nature of the product and the
physical condition of the patients who use the device, warranted
a more thorocugh follow-up. Finally, you state that MEDCOMP does
conduct post-sterilization testing. If you are implying that the
FDA- 483 observation #3 is not valid, then we disearee Pget-

of the design control process, is not sufficient. You should, at
minimum, conduct post-sterilization finished product testing on a
periodic basis.

We understand that you have been in contact with the Philadelphia
District Recall and Emergency Coordinator (R & E), with regard to
the recall of the Tesio hemodialysis cath t s, and the Center

for Devices and Radiological Health (CDRH ardlnq your
proposed labeling changes and other 1ssues. Please continue your
discussions and correspondence with R & E and CDRH for these
specific items.

This letter is not intended to be an all-inclusive list of
deficiencies at your facility. It is your responsibility to
ensure adhere”ce to each requirement of the Act and rengeti ns.

issued at the closeout of the inspection may be symptomatlc of
serious underlying problems in your firm’s manufacturing and
guality assurance systems. You are respon51b1e for 1nvestlgating

and determining the causes of the violations identified by the
FDA. If the causes are determined to be systems prébleme you
must promptly initiate permanent corrective actions.

You should take prompt action to correct any manufacturing or
quality systems deviations identified by your internal audits.
Failure to promptly correct these dev1at10ns may be identified in

]
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regulatory action being iﬁitiatec by the Food and Drug
Administration without further notice. These actions include,
but are not limited to, seizure, injunction, and/or civil
penalties.

Please notify this office in writing with fifteen (15) working
days of receipt of this letter, of the specific steps you have
taken to correct the noted violations, including an explanation

of each step be identify and make corrections to the
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underlying systems problems necessary to assure that similar
violations will not recur. 1If corrective action cannot be
completed within 15 working days, state the reason for the delay
and the time within which the corrections will be completed.

Your reply should be sent to the attention of Richard C. Cherry,
Compliance Officer, at the address noted above.

Sincerely,

-

dfjﬁihn Thorsky

Acting District Director
Philadelphia District

cc: Pennsylvania State Department of Health
i32 Kline Plaza, Suite A
Harrisburg, PA 17104
Attention: Robert E. Bastian, Director
Division of Primary Care and
Home Health Services



